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Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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Application/Control No. 10/785,673 
Art Unit: 1645 
May 2007 

DETAILED ACTION 
Preliminary Amendments 

1) Acknowledgment is made of Applicants’ preliminary amendments filed 02/23/04 and 
03/16/07. 

Election 

2 ) Acknowledgment is made of Applicants’ election filed 12/26/06 in response to the 
restriction and species election requirements mailed 09/26/06. Applicants have elected, with 
traverse, invention I, claims 16-21 and 31, and the nucleic acid species of SEQ ID NO: 1 having a 
substitution at position 195, and the nucleotide substitution T-583 ->A. 

With regard to the restriction requirement, Applicants’ cite M.P.E.P § 803 and state that 
there are two criteria for a proper requirement for restriction between patentably distinct inventions: 
(a) The invention must be independent as claimed, and (b) There must be a serious burden if the 
restriction is not required. Applicants submit that all groups of the restricted claims are properly 
presented in the same application; undue diverse searching would not be required; and all claims 
should be examined together. Applicants allege that the Office has not shown that examination of 
all the pending claims would require undue searching and/or place a serious burden on the Office, 
which is a requisite showing for proper issuance of a restriction requirement. Applicants contend 
that a recombinant nucleic acid molecule encoding a modified pneumolysin and a method for 
obtaining the modified pneumolysin by expressing the recombinant nucleic acid molecule would 
not be unduly burdensome and may be searched together. Applicants state that there should not be 
a serious burden to search a molecule and a method of using the molecule. Applicants ask that 
inventions I and IV be examined together. Applicants state that, of the four groups of invention 
identified, two are in the same class 435 and that to search prior art in a single class cannot be 
deemed undue diverse searching. Applicants assert that at a minimum, inventions II and IV should 
also be examined together. 

With regard to the species election requirement, Applicants’ traversal is on the grounds that: 
(a) Applicants are entitled to prosecution of claims covering a reasonable number of species 
disclosed in an application in accordance with 37 C.F.R § 1.46; and (b) there would be no undue 
burden on the Office to conduct a substantive examination of the claims as related to the 
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embodiments disclosed in the instant application. Applicants state that the election of species 
requirement is improper and that the Office may require an election of species to not more than a 
reasonable number of species before taking further action in the application. Applicants further 
submit that according to M.P .E.P § 806.04, an allowable generic claim may link a reasonable 
number of species embraced thereby. Applicants’ allege that the Office’s position that ‘one’ is the 
maximum reasonable number of species is inconsistent with 37 C.F.R § 1 .146 and the M.P.E.P. 
Applicants contend that the instant claims present a reasonable number of species embraced thereby 
and therefore are entitled to examination of all of the pending claims. 

Upon further consideration, all species in claims 16 and 17 have been fully examined. The 
species election requirement set forth in the Office Action mailed 09/26/06 is hereby withdrawn. 

Applicants’ arguments with regard to the restriction requirement have been carefully 
considered, but are not persuasive for the following reasons. Contrary to Applicants’ assertion, the 
Office has met the two criteria set forth in M.P.E.P § 803 for a proper requirement for restriction 
between patentably distinct inventions: (a) independent invention as claimed, and (b) a serious 
burden if the restriction is not required. The Office has shown that undue diverse and non- 
coextensive searching would be required since the products, i.e., antibodies, modified polypeptide, 
and mutated nucleic acid, used in the methods of inventions II, III and IV respectively differ from 
one another in their structure and function and belong to different classes and/or subclasses. In 
addition, there is also non-patent literature search burden and examination burden. With regard to 
inventions I and IV that are related as product and process of using the product, Applicants should 
note that as set forth in paragraph 4 of the Office Action mailed 09/26/06, where Applicant elects 
claims directed to the product, and a product claim is subsequently found allowable, withdrawn 
process claims that depend from or that otherwise include all the limitations of the allowable 
product claim will be rejoined in accordance with the provisions of MPEP § 821.04. In the instant 
application, claim 30 would be retained as a pending withdrawn claim. For the reasons delineated 
above, the restriction requirement set forth in the instant application is maintained and is hereby 
made FINAL. 

Status of Claims 

3) Claims 1 - 1 5 and 22-26 have been canceled via the amendment filed 02/23/04. 

Claims 16-18, 20, 21, 27 and 29-30 have been amended via the amendment filed 02/23/04. 
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New claim 3 1 has been added via the amendment filed 02/23/04. 

Claims 16-19 and 31 have been amended via the amendment filed 03/16/07. 

New claims 32-40 have been added via the amendment filed 03/16/07. 

Claims 16-21 and 27-40 are pending. 

Claims 27-30 have been withdrawn from consideration as being directed to a non-elected 
invention. See 37 C.F.R 1.142(b) and M.P.E.P § 821.03. 

Claims 16-21 and 31-40 are under examination. A First Action on the Merits is issued for 
these claims. 

Information Disclosure Statement 

4 ) Acknowledgment is made of Applicants’ information disclosure statement filed 02/23/04. 

The information referred to therein has been considered and a signed copy is attached to this Office 
Action. 

Sequence Listing 

5 ) The raw sequence listing submitted in this application has been entered on 02/23/04. 

Priority 

6) This application is a divisional application of SN 09/120,044, filed 07/21/1998, now U.S. 

patent 6, 764,686 and claims priority to provisional applications 60/073,456 and 60/053,306, filed 
02/02/1998 and 07/21/1997 respectively. 

Oath/Declaration 

7 ) The oath or declaration is defective. A new oath or declaration in compliance with 37 

CFR 1 .67(a) identifying this application, by application number and filing date is required. See 
M.P.E.P §§ 602.01 and 602.02. 

Non-initialed alterations made to the address of Joseph Tai are objected to. 

Specification 

8) The instant specification is objected to for the following reason: 

The first paragraph of the specification as amended via the amendment filed 02/23/04 does 
not accurately reflect current issued status of the prior non-provisional application as indicated 
above in italicized letters under the section ‘Priority’. 
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Rejection(s) under 35 U.S.C. § 101 

9) 35 U.S.C. § 101 states: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this cycle. 

10) Claim 19 and those dependent therefrom, and claims 32-40 are rejected under 35 U.S.C. § 
101 because the claimed invention is directed to non-statutory subject matter. 

Claim 19, as written, does not sufficiently distinguish over a pneumococcus microorganism 
as it exists naturally comprising one or more spontaneous mutations in the recited nucleic acid 
sequence, because the claim does not particularly point out any non-naturally occurring differences 
between the claimed product and the naturally occurring product. The claimed microorganism is 
not an isolated microorganism . Similarly, the ‘molecule’ claimed in claims 32-40 encompasses a 
non-isolated microorganism as it exists naturally as explained above. In the absence of the hand of 
man, the naturally occurring products are considered non-statutory subject matter. See Diamond v. 
Chakrabarty, 447 U.S. 303, 206 USPQ 193 (1980). The claim(s) should be amended to indicate the 
hand of the inventor, e.g., by insertion of —An isolated— if support for such a limitation exists in the 
instant specification. See MPEP 2105. 

Rejection(s) under 35 U.S.C. § 112, First Paragraph (New Matter) 

11 ) Claim 17 and those dependent therefrom are rejected under 35 U.S.C. § 1 12, first 
paragraph, as containing subject matter which was not described in the specification in such a way 
as to reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. This is a new matter rejection. 

Claim 17, as amended, includes the new limitations: ‘A recombinant molecule comprising 
the pneumolysin nucleic acid sequence of SEQ ID NO: 1 ’ or ‘non-coding sequence changes 
thereof . Applicants state that the support for the amendment can be found in page 33, line 30 to 
page 34, line 1 1 of the specification. However, this part of the specification does not provide 
descriptive support for the broadly recited ‘recombinant molecule’ comprising either the 
pneumolysin nucleic acid sequence of SEQ ID NO: 1, or non-coding sequence changes of the 
pneumolysin nucleic acid sequence of SEQ ID NO: 1, as claimed currently. The generic limitation 
recombinant molecule encompasses a plethora of molecules including bacteria, viruses, fungi, 
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parasites, bacteriophages, vectors, plasmids, cosmids, human cells, animal cells and any molecule. 
Therefore, the above-identified limitation in claim 17 is considered to be new matter. In re 
Rasmussen, 650 F2d 1212 (CCPA, 1981). New matter includes not only the addition of wholly 
unsupported subject matter but also, adding specific percentages or compounds after a broader 
original disclosure, or even omission of a step from a method. See M.P.E.P 608.04 to 608.04(c). 

Applicants are respectfully requested to point to the descriptive support in the specification 
as filed by pointing to specific lines and pages, for the new limitations, or alternatively, remove the 
new matter from the claim(s). Applicants should specifically point out the support for any 
amendments made to the disclosure. See MPEP 714.02 and 2163.06. 

12 ) Claims 32-40 are rejected under 35 U.S.C. § 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. This is a new matter rejection. 

New claims 32-40 include the limitation: ‘A molecule encoding the nucleic acid sequence of 
modified pneumolysin polypeptide ....’. Applicants state that Figure 6 provides support for the new 
claims 32-40. However, Figure 6 is stated as describing the positions of the nucleic acid and amino 
acid substitutions in specific modified pneumolysin polypeptides pNVJl, pNVJ45, pNVJ20, 
pNVJ22, pNVJ56, pNV103, pNV207, pNVl 1 1, and pNV21 1 as described at lines 4-7 of page 9 of 
the specification. This does not provide support for the broadly claimed ‘molecule’ encoding each 
of the recited nucleic acid sequence. The generic limitation ‘molecule’ encompasses a plethora of 
molecules including bacteria, viruses, fungi, parasites, bacteriophages, vectors, plasmids, cosmids, 
human cells, animal cells, and any molecule other than a nucleic acid. Figure 6 of the specification 
does not provide descriptive support for such a ‘molecule’ as claimed currently. Therefore, the 
above-identified limitation in the instant claims is considered to be new matter. In re Rasmussen, 
650 F2d 1212 (CCPA, 1981). New matter includes not only the addition of wholly unsupported 
subject matter but also, adding specific percentages or compounds after a broader original 
disclosure, or even omission of a step from a method. See M.P.E.P 608.04 to 608.04(c). 

Applicants are respectfully requested to point to the descriptive support in the specification 
as filed by pointing to specific lines and pages, for the new limitations, or alternatively, remove the 
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new matter from the claim(s). Applicants should specifically point out the support for any 
amendments made to the disclosure. See MPEP 714.02 and 2163.06. 

Rejections) under 35 U.S.C. § 112, Second Paragraph 

13) The following is a quotation of the second paragraph of 35 U.S.C. § 1 12: 

The specification shall conclude one or more claims particularly pointing out and distinctly claiming the 
subject matter which the Applicant regards as his/her invention. 

14) Claims 16-21 and 31 are rejected under 35 U.S.C. § 1 12, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 
Applicants regard as the invention. 

(a) Claim 16 is indefinite for lacking proper antecedent basis in the limitation ‘wild-type 
pneumolysin’ (see line 8). The earlier part of the claim at line 3 already includes the limitation ‘a 
wild-type pneumolysin’. Does it mean that the ‘wild-type pneumolysin’ recited in line 8 of the 
claim is different from the one recited in line 3 of the claim? 

(b) Claim 20 is indefinite and incorrect in the limitation: ‘microorganism is ... . 
mammalian and insect cells’. Mammalian and insect cells do not come under the category of 
microorganisms. 

(c) Claim 17 is vague and confusing in the limitation ‘non-coding sequence changes 
thereof , because it is unclear what precise changes are encompassed in this limitation. 

(d) Claim 3 1 is indefinite because of the improper antecedent basis in the limitation: ‘the 
vector’. Claim 31 depends from claim 16 or 17, which does not recite any ‘vector’. 

(e) Claim 16 is indefinite and incorrect in the limitation: ‘said more than one amino acid 
substitution occurs as opposed to the limitation — said more than one amino acid substitutions 
occur—. 

(f) Claims 1 8-2 1 and 3 1 , which depend directly or indirectly from claim 1 6 or 1 7, are 
also rejected as being indefinite, because of the indefiniteness identified above in the base claim. 

Objection(s) 

15) Claim 31 is objected to for the limitation ‘of:’ as opposed to the limitation -of-. 

Remarks 

16) Claims 16-21 and 31-40 stand rejected. 
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17) Papers related to this application may be submitted to Group 1600, AU 1645 by facsimile 
transmission. Papers should be transmitted via the PTO Central Fax number, (571) 273-8300, 
which receives transmissions 24 hours a day and 7 days a week. 

18) Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAG or Public PAIR] Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.Mov. Should you have questions on access to the Private PAA system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

1 9) Any inquiry concerning this communication or earlier communications from the Examiner 
should be directed to S. Devi, Ph.D., whose telephone number is (571) 272-0854. A message may 
be left on the Examiner’s voice mail system. The Examiner can normally be reached on Monday to 
Friday from 7.15 a.m. to 4.15 p.m. except one day each bi-week, which would be disclosed on the 
Examiner’s voice mail system. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's Supervisor, 
Jeffrey Siew, can be reached on (571) 272-0787. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (571) 272-1600. 



May, 2007 



S. D^Vi^PH.D. 

PRIMARY EXAMINER 
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